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The Examiner rejected Claim© 1, 2, 5, 20 f 27; and 28 uiid^r 35 
U.S.C* §102<b) is being anticipated by the teaching of ^e^s^p^-aLl-.:- 
(wo 00/18375, counterpart of us 6,579,953)2) referring In 
the statements found on page 1, indicated lines 5 to 12 r paige.;4 f 
indicated lines 3 to 11, page 19, indicated lines 10 to 34, &ttd 
Example 7, of the international public at ion. 5 > 

The Examiner acknowledged that the reference fails to* e^pre^ssly 
disclose a composition comprised of applicants' components (A) > (Bj, 
and (C), but argued that a composition comprising comjx>neht^ aad. 
(C> was exemplified in the reference, and that the addition of a 
component (B> was. envisaged. 

To constitute anticipation, all material elements of the. ^inven- 
tion as claimed must be found in one prior art source. *> More particu- 
larly, anticipation under Section 102 can be found only a refer- 
ence shows exactly what is claimed. 5 > The test for antici^tion is one 
of identity, which means that the reference must show the identical 
invention in- as . complete detail as is contained in the' claim ^ In 
fact> the Federal Circuit has stated that it is error to treat clai^^, 
as a catalog of separate parts , in disregard of the- part^to^pairt 
relationships set forth in the claims that; give those claims their 
meaning. 7 ) 

The teaching of Gotscho et al. can not be defined to 'meet tte&e 
standards which were developed by the Courts for finding anticipation 
under Section 102* According to Gotsche et al. the. "graft popolyAers 
can be applied in pure form or else together with. conventional, 
pients ... Examples of conventional excipients are colored pi^^nta 
for coloring, white pigments such as titahium dioxide to increase 
hiding power, talc and. silicon dioxide as non-stick : ag^^> Jjtolyeth^- 
ylene glycols, glycerol, propylene glycol, triaoeiin, trieihyl \c£^ 

2) Unless otherwise indicated , the following remarks are made in relation -to the 

counterpart of ootscne et al.'s international application. 
3> The referenced sections correspond to col. 1, indicated lilies 10 to 13/ col. 2, 

indicated line 66, to col, 3/ indicated line 8, Col. li, indicated line 60,; tp.^ql. 

12 , indicated line 15, and col. 17, indicated line 50, to eoli .18, indicated line- 

•20, of- -US 6,578,9*3. 

4) Cf* In re- Marshall, 577 F. 2d 301, 198 USPQ 344 <CCPA 1 1978) ; Xn re " J&W F.2d 
959, 154 OSPQ 10 (CCPA 1967). 

5) Cf* Titanium Metals Corp. v. Banner, 778 F,2d 775, 227 U9PQ 773 '•'< Fed. Cit. ■ 

6) Cf. .Richardson v. Sixxvki Motor Co., 868 F. 2d 1226, 9 US£Q2d •1913". Vi*r *.?? 9 b* • 

7) Cf * Lindenann H*8Chxtten£a&r±k v- American Hoist & Derrick Co. ,. 730. F. 2d 1452,. 221 
USPQ 481 (Fed; Cir. 1984): 
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trate as plasticizer and various surface active substances to 
Improve . the wetting characteristics. . - • All additives, knqw^f^^^be- 
suitable for gastric fluid-soluble film coatings can be u£ed*, : It v 
also possible to combine the polymers used according to the £nirentJ<oh; 
with other film formers or polymers in the ratio -yf^om - lift." 'ioySil. ' 
Examples of polymers which can be employed for t*i».:^ij^e;iii^V* J ->* 8 * 
It is immediately apparent that the excipients as ^)>ejl as^'Vaiky ya^i^;;' 
tional polymers are optional ingredients rather than mandatory 'c^)b- 
nents. Ag such/ the reference cannot be deemed to -exactly ttite 
specific combination of a polyvinyl alcohol pqlye^tjiet graft i^lyffl^f 
(A) and polyvinyl alcohol <B) and a component. (Q) wfcich is required 
in accordance witn applicants' claims. Gotsche et al. ^reiyVgeiie^i^ 
cally disclose a plurality of additional polymers arid state : t^ 
mentioned polymers or other polymers mav be cb^abined with a generic: 
group, of vinylester graft polymers which encompasses - ap^li^aiits^ iq^-; 
ponent (A). The disclosure of a genus is, however) insuf f iciest; to 
anticipate a species. Th0 fact that a claimed species <>r subg^nue ^ 
encompassed by a prior art genus is not sufficient by it seli to eiven 
establish a prima facie case, of obviousness. In, fact/ tlie\^e%eral : . 
Circuit has w decline(d] to extract from Merck | Co . , v^~Bi6ctt£f:: 
Laboratories Inc. , 874 P. 2d 804, 10 USPQ2d 1843 < Fed. Crr^ 1^B9)1 thd 
rule that . . regardless of how broad, a disclosure of a^ cfcemi^al 
genus renders obvious any species that happens to fall . within ..itp* 1 :^ '.. 

It is therefore respectfully requested that the re}£ct ion! Acxf 
Claims 1 , 2 , 5 , 20, 27 and 28 under Section 102 (b) base^i on the 
teaching of Gotsche et al . be withdrawn* Favorable action is "f P^^r 
ited. . •. ■ :> V 

Further , the Examiner rejected Claim 7 under 35 " tnSf.Cv. S^Q;3'.|a>^ae;- 
being unipatentable in light of the teaching of Gotsche et al. (ibid;) 
when taken in viev of the disclosure of Cohen (OS A r 2S^ y B6^) . Th^s 
Examiner argued in tfeis context that it would have been obvious for a 
person of ordinary skill in the art to replace a jpolyvinyl a^^ixbi of 
Gotsche et al . ' s composition by a polyvinyl alcohol having- a 'dpe&±£%p. 
degree of hydrolysis as mentioned by Cohen because both „ et 

8) Cf. col. .11, iadicated litte 64, to Col. 12, indicated line 2l> 6t IfS €±579^3: 
emphasis added. 

9) In re Baird, 16 F. 3d* 380, 382, 29 USPQ2d 1550, 15&2 <F»d. ...cir^.'.' 

that a claimed compound may be, encompassed by a disclosed generic f ormula does : not 
by itself -render itfiat com£ouad obvious. w ). 

10) . in re JOJiea, 9$S F*2d 347, 350, 21 USPQ2d 1941, 1943 .(Fed- CTir. 1992) . also rh 

re DGuel, 51 P. 3d 1552; 1559, 34 UGPQ2d 1210, 1215 "(Fed. CirV 1995). 
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al* and Cohen were concerned with coating compositions w , \A^licArits. 
respectfully disagree. 

It is firstly re-emphasized that Gotsche et al. 'fail .to' i^pieoif lf f . 
cally show the combination of a graft polymer with a polyvinyl alco- : 
hoi and a color pigment, it is further respectfully pointed, biit that 
the formation of coatings for pharmaceutical dosage forma is by far 
too complex to consider any and all references dealing with "coat- 
ings" as being "analogous art". Notably, Gotsche *t al r tbiemselyes 
point out that the excipifents and implicitly also the polymers, have 
to be suitable for gastric fluid soluble films** 1 * it is TO^^icww/^ai . 
the art pertaining to coatings for pharmaceutical dosage forms tft^t 
the substrate, as well as the intended point of ^elitrery ;if : . tbe;'at-. 
tive ingredient, and correspondingly the conditions to whic^ the dos- 
age form is exposed until it reaches the intended point of ^liyery> 
have to. be taken into consideration when a composition is modified. A 
reasonably person of ordinary skill would, therefore, not assume that 
one component of a certain first coating composition can 'arbitrarily.- 
be replaced by a compound which is useful in a second: coating com- 
position, particularly when the second coating composition serves & 
different purpose and/or is employed in a different environment. 

Furthermore, it is necessary to appreciate the fact that, • accord- 
ing to the disclosure of Cohen, polyvinyl alcohol is not emploj^ as 
such. Rather, Cohen uses a complex of polyvinyl acetate wkich : is 
formed in situ with a polymerization inhibitor, t*e.-^3fv^yt.^albotoJ' 
and the inhibitor being bound in the complex in approximately eguimo-- 
lar amounts. X2 > The coating solutions which are addressed in the dis^ 
closure ot Cohen are generally obtained by mixing the polyvinyl ^co- 
hoi with the polymerization inhibitor in amounts oi polymer . to ■ -..lidtiJLi 
bitor of 1:1 to 1:13, and specific coating solutions, . such as : e>-qi ; v* 
disclosed in Example 1, are obtained from polyvinyl alcohol and bisX 
phenol A salts* Also, the resulting solutions are employed i.-io, ^n 
inner surface of a polymerization reactor , and the adKesion of the 
coating layer to the reactor surface is believed to involve .soate type 
of electrical force or adsorption between the reactor surfaces, arid 
the complex. 13 ) It is further apparent that the xespective layer i^ 
not easily or quickly dissolved considering that the ^bse^ent poly- 
merization which is conducted in the coated reactor is carried out in 

11) cf. col* 12, indicated lines 8 and 9, of Off' 6>57*,?53. 

12) c£. col. 3, indicated line« 44 to 62, of VS 4,25$,9$2. 

13) cf. col- 4, indicated lines 52 to 55, of 05 4,255,864. 
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water. 14 ) Considering the nature of Cohen's coating 

ment in which it is employed, a person of; ordinary &k;ill in.: th4; ^t;; 
to which the Gotsche et al. reference pertains cotild. not reaa^^blY: 
expect to arrive at a useful coating cor^positipn by ^ intrp^iwing^ 
complex of Cohen intb the coating of Gotsche et al . '/There 1 -- Is even • 
less of an expectation; of success when the modification of (^s^;iBt 
al.'s composition with only one of the com^aents of the ■ /cda&leX^ of 
Cohen r s coating is contemplated. 

Accordingly it is respectfully urged that the re.jjecrfcion of hcl^ii*/ 
7 under Section 103(a) based on the teaching of ^Qtis«fe& et al;' aifd 
the disclosure of Cohen be withdrawn . Favorable actio** is soliciteiii, . 

Further, the Examiner rejected Claim 10 under 35 .u.S.\c T i Si03{a) 
as being unpatentable in light of the teaching of Gotsche^. 
(ibid.) when taken in view of the disclosure of BeAdrictkspn \et; 'aJy'^S; 
£,566,96$). The Examiner argued in this context that a £e£ spiii of \-ordi-*. 
nary skill in the art would have been obvious for: a persdn- of ordir: 
nary skill in the art to employ certain N-vinylpyrroii^ifie polymers 
in the coating compositions of Gotsche et al. because \Ben^ick&M;';e:k- 
al\ disclose that particular N-vinyipyrrolidorie h6©tdg)oiymers have a 
variety of uses, including functioning as an adhesive and as a har- 
dening agent in medicinal tablets. • - 

Eendrlckson et al . mention that W-yinyipyrrolidoi±e • pol^rs;.-'^'; 
useful as adhesives or . hardening agents in rr^dicinal tablets which 
aid the disintegration of. the tablets when, wetted, Thig is; .'hoover* 
not deemed sufficient to motivate a person of ordinary skill, to con- 
sider, any information conveyed by this reference tc* be of use: -iaV ^t'he.... 
context of coating compositions as addressed by ^tscte ^et 
teaching. The disclosure of Bendrickson et al. pertains to the gel- 
ling of organic polar liquids* It is mentioned that such gelled li- 
quids can be used in cleaning and coatings* However., . i^ffe'reaoe is 
primarily concerned with the gelling of combust ibles and explosives 
in order to improve their handling. 15 ) A person of ordinary skill 
would consider this to be an art which is ccHopletely ' different frcflp 
the art pertaining to film coatings, and more specif icaily film coat- 
ings for pharmaceuticals . 

Moreover, based on the statements of Gotscie et al.. Vand V.the-;exgl*-' 
pients which are mentioned in the primary reference, a person of 

14) Cf • COl, 6, indicart»d lino SO, to col. 1, indicated line 43 r of WS 4,256/864. ;., 

15) Ci; col., .1, indicated . lines 9 to 35, of US 3,S6*,9£9* 

■ - 5 - ■ • ■ 
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ordinary skill in the art would not h^aye befeh motivated ^o-'^^i-ip^;.- 
an adhesive or a hardening agent to modify ■ Gotsche et 
composition. The Examiner will note that* Gotsche • et ■'■ ;<al ; ;;refer\^t^-.' : 
excipients which act as non-stick agents and as plasticines,. #$ev; 
collection of excipients which Gtitscho et al. conbiderjed [&ox£h'*\t^i&-' 
tioning in the context of coatings comprising, -the xjiraft :cojj^I^iter^ . 
addressed in the reference clearly conveys that a decrease in sticki^ ; 
ness and/or hardness of the coating may be- desirable whereas 
crease in one or . both of those properties is undesirable. : ' 

In light of the foregoing, it is respect fully Requested t*at th^ 
rejection of Claim 10 under Section 103(a) based 6n the ^i9ac]hin3;\6£- ; '-- 
Got s che et al, and the disclosure of irendric**<M* : et aJ ,•' ^.#^fc^"eS^V 
Favorable action is solicited. 

Additionally , the Examiner rejected Claim 11 >tonder - : ;'3*5, \ t Witejg£'''* 
5103(a) as being unpatentable in light .of - the teaching of 
al. (ibid.) when taken in view of the disclosure of • \St&^an^\^./al. 
(us 4,146,489) . The Examiner argued in this context that the: r^^eirehces 
were analogous art because they address a similar' problem; ^a^ly' tjfe 
formation of graft polymers with additives ; aiid that \x£ '^^w^.-^ex^^ 
fore have been obvious to modify the coating" compositions of ^Stotsclite- 
efc al . by incorporating the N-vinylpyrroIidone alkyX ntethac 
polymers addressed in the Stambaugh et al . reference in , ot(^ to 
improve the dispersancy and viscosity of G&tsche et al • f : s .feoating 
composition. The .Examiner's interpretation of what . const itutes. ari^loV 
gous art in the context of a determination under Section -W3..(a):-';ia^:.; 
pears to be in error. Two criteria have evolved for det^rai"^ 
whether prior art is : analogous i 16 > 

(1) whether the art is from the same field of the iiiy^ 
regardless of the problem addressed, and 

(2) if the reference is not within the field .... of the; ihv^/s en-, 
d^avor, whether the ref erence still, is reaisona±>l;y ^ ^rtineht : to 
the particular problem with which the inventor , is involve^ v . 

whether or not the two references are from a simitar problem solving 
area is, therefore, of no concern in the determination ^Mi£er':tte; 
reference is analogous art or non-analogous art; 

The disclosure of stambaugh et al . pertains / "t^ •■" tu^i^^^f> Mis 
and hydrocarbon fuels and is / as such, clearly not within the\;£ : ijBl4:. 
of applicants' endeavor. Moreover, the disclosure "'of .the : rei£re&ce 

16) Cf. In re Clay, 966 F.2d 65*, 23 USPQ2d 105S (Fed-" Cir. 1992). 

- 6 - -V- •-' f 
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that polywethacrylates are excellent at influencing yiscos^ty^^^^- 
ature characteristics of lat>r±aanizs can in no way be deeanfed to be 
reasonably pertinent to the particular problems encountered ±n vt^e ^ 
design of coating compositions which are, as provided 7 by G6i*&h& et 
al.'s teaching, intended for pharmaceutical preparations. Alspy the. 
problem to be solved by applicants' invention is V to ^ priovide itore 
stable and flexible f ilia coatings. The disclosure of Stambaugii ; ; ! *et 
is therefore also not reasonably pertinent to. applicants' ; particular 
problem. The combination of references in a determination under Sec- 
tion 103(a) is improper if one of the references y is ^ i^n-aifeidgbu^ 
art. 17 ) In other words, if a cited reference is non-analogous ^airt/ , it. 
has ho bearing on the obviousness of the claim. W The Examiixer's 
rejection of applicants' Claim 11 under Section 103(a) in light::; of 
the teaching of Gotscha et al . and the disclosure of . Stambarugh at a I . 
is therefore deemed to be in error. 

It is accordingly respectfully re<juested that/the rejection 6f 
Claim 11 under Section 103(a) be withdrawn, Favorable action is: so- 
licited. 

The Examiner requested election of, and restriction of tlie ap- 
plication to, one of the following groups of claims: 

I) Claims 1 to 20, 27 and 28, drawn to a coating composition,; 'a&Qv ^ 

II) claims 21 to 26, drawn to a method of using the respective c^bat^ 
ing composition . 

Applicants herewith confirm the provisional election oi group (i)> 
ie. Claims 1 to 20, 27 and 28. It is also respectfully looted -tha^ 
newly added Claims 29 and 30 relate to coating . poiii£k^^ 
claimed in Claim 1 and should therefore be grouped with , the elected 
claims. Traversal of the Examiner's restriction requirement is, how- 
ever, respectfully solicited in light of the following remairksV = 

The Exaiainer asserted that unity of invention wis lacking because 
Claim 1 was anticipated and the respective subject mattei cduld 
therefore not constitute the special technical features involved- in 
the technical relationship between the claims of groups <I) and (II) H 
In light of applicants^ remarks regarding, in particular, the teachv 
ing of Gotsche et al; the Examiner ' s position is not deemed to be 

17) m r* Clay 966 P. 2d 656 , 23 0SP«d 105$ (Fed, Cir, 1995). 

18) Cf, Jurgei>s v. xcKa*y, 927 F.2d 1552, 18 USPQ2d 1031 (Fed. qiir, c&rtl '6e r 
nied, 502 u,s. 902 <1991). 

- 7 - 
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well taken. Withdrawal of the restriction requirement is therefore 
respectfully solicited. . ; : 

The Examiner further took the position . that the '-c;laim0- L; vere; :: 
rected to more than one species of the generic invention, aSsertiiiig 
that these species lacked unity of invention" because they VereYncft\ so> 
linked as to form, a single general inventive concept under ^T Ridie 
13.1. As concerns the Examiner's respective requirement to el^ct a 
species of component (B) and a species of component <C> . applicants 
herewith confirm the provisional election of polyvinyl alephols, 
polyvinylpyrrolidone* and vinylpyrrolidone copolymers, in particular 
polyvinyl alcohols T for component (B), and color pigments or dyes for. 
component (C). 

The Examiner asserted that unity of invention was lacking bee a^use 
the alternatives in. the definition of applicants' components (B): arid 
(C> were not art rocognized equivalents. However, nothing- in PCT foiled 
13 or the Administrative- Instructions which explain the determination 
of unity of invention under the provisions of PCT Rule 13 suggests or 
implies that the alternative definitions of a technical &*€&&; t $k?e 
to be art recognized as equivalents • PCT Rule 13.2, for example,.;, 
merely requires that one or more of the same or corresponding special 
technical features be involved in the technical relationship between 
claimed inventions if more than one invention is claimed. It is : a 
part Of applicants invention that applicants ' have found that the 
alternative denotations of component (B), or. mixtures theteof;, 
Well as the alternatives for component (C), or mixtures thereof r ;*n£y 
be used in the specified amounts to provide the more stable and flex-,; 
ible film coatings. 

The Examiner's position that the requisite species lack unity- of 
invention is, therefore, not deemed to be well taken, and •witAi^awal 
of the respective restriction requirement is respectfully solicit^**. 

Request, for Extension of Time s 

It is respectfully requested that a two month extension^ of time 
be granted in this case. The respective 5450;(70 fee is paid- by credit 
card (Form PTO-2038 enclosed). 
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MTSCSTAANBOPS FBgS ; 

The fee for two additional depending claiiRis in excess of 2Q in : ^ ^ 
the total amount of $100.00 fee is paid herewith by credit cattf :<-^xm; ; ^ " '/ 
PTO-2038 enclosed). 



Please charge any shortage in fees due in cona^tion witfe; 
filing of this paper, including Extension of •' Tinief ; -iees> • to - pej^it;,"-..; :.' . 
Account no • 14.1437. Please credit any excess fees to such dte^qsit 
account. 
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